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REMARKS/ARGUMENTS 

The Present Invention 

The present invention relates to a gene encoding BRCC-2 and the therapeutic uses 
thereof. Claims 1, 7-8, 10, 36, 38 and 42 are currently pending in the application. 

Discussion of the Claim Amendments 

Claim 1 has been amended to more clearly recite the invention. Claim 36 has been 
amended to correct informalities. These amendments are supported by the disclosure as 
originally filed at, for example, paragraphs [0014], [0022], [0033] and [0077]. No new 
matter has been added by way of these amendments. 

Summary of the Office Action 

The Office Action objects to claim 1 as allegedly containing a typographical exior. 
Further, the Office Action rejects claims 1, 7-8, 10, 36, 38 and 42 under 35 US.C. § 1 12 as 
allegedly failing to comply with the enablement requirement. The Office Action also rejects 
claims 1, 7-8, 10, 36, 38, and 42 under 35 U.S.C. § 1 12, as allegedly failing to comply with 
the written description requirement Further, the Office Action rejects claims 1, 7, 36, and 38 
under 35 U,S.C. § 102(a) as allegedly anticipated by Birren et al, Homo Sapiens 
chromosome 1 1 clone RP1 1-85D24 map 11, 4/22/00 (hereinafter the "Birren publication"). 
In addition, the Office Action rejects claims 1, 7-8, and 10 under 35 U.S.C. § 103(a) as 
allegedly obvious over the Birren publication. Finally, the Office Action rejects claims 1, 7- 
8, 1 0, 36, 38 and 42 under 35 U.S.C § 1 12 as allegedly indefinite. 

Discussion of the Enablement Refection 

The Office Action alleges that claims 1, 7, 8, 1 0, 36, 38, and 42 do not comply with 
the enablement requirement of 35 U.S.C. § 1 12, first paragraph. Applicants respectfully 
traverse this rejection. 

The present application contains actual data which demonstrates that the treatment of 

human breast cancer cells with a novel antisense raf oligonucleotide decreases expression of 
the BRCC2 gene (Figure 5). As discussed in paragraph [0007], antisense oligonucleotide 
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inhibition of gene expression has been used to successfully show the involvement of other 
molecules in raf pathways. For example, such techniques have been used to identify 1L-2 as 
a molecule involved in a raf pathway (Riedel et al. s Eur. J. Immunol, 23, 3146-3150 (1993)). 
Applicant's data, along with the information discussed in the background section of the 
specification, led Applicant to the reasonable conclusion that the BRCC2 gene is involved in 
a raf apoptotic pathway. Indeed, a specific use for the inventive polynucleotide has not only 
been alleged in the specification, but actual data suggesting such a use has been presented. In 
In re Brana, 34 U.S.P.Q. 2d 1436, 1440 (Fed. Cir. 1995), the applicant favorably compared 
their inventive compounds to similar known compounds, and concluded that since the known 
compounds were effective in treating cancer, the claimed compounds would be also. The 
court held that this comparison was sufficient to disclose a specific utility for the claimed 
compounds. Id. In this case, a utility for the inventive polynucleotide, namely that it is 
involved in a raf pathway related to cancer, was clearly asserted. 

The Examiner has failed to present any evidence whatsoever that suggests BRCC2 is 
not involved in a raf apoptotic pathway. "A specification or disclosure which contains a 
teaching of the manner and process of making and using an invention. . .must be taken as 
being in compliance with the enablement requirement of 35 U.S.C. 1 12, first paragraph, 
unless there is a reason to doubt the objective truth of the statements contained therein which 
must be relied on for enabling support" M.P.E J. § 2164,04. "[T]he PTO has the initial 
burden of challenging a presumptively correct assertion of utility in the disclosure." In re 
Brana, 34 U.S-P-Q. 2d at 1441. In this case, the Examiner has not presented any references 
which call into question the usefulness of the claimed invention. Furthermore, there is 
nothing about Applicant's invention alone that would cause one of skill in the art to doubt its 
usefulness as described in the specification. Indeed, it is not unreasonable to propose a 
treatment for cancer involving a gene or protein. See id, A conclusory statement that the 
claimed invention is not involved in a raf pathway is insufficient to render the claimed 
invention useless. The Examiner failed to meet the required burden to support a prima facie 
case of lack of enablement, thus the rejection should be withdrawn. 
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Discussion of the Written Description Rejection 

Claim 1 has been amended to remove the language "contained in". Accordingly, the 
rejection has been rendered moot and should be withdrawn. 

Discussion of the Section 102 Rejection 

Claims 1, 7, 36 and 38 have been rejected under as allegedly anticipated by the Birren 
publication. Claim 1, as amended, recites "a polynucleotide encoding the amino acid 
sequence of SEQ ID NO:2" or its polynucleotide complement. The Birren publication does 
not disclose such a polynucleotide. Thus, the anticipation rejection has been rendered moot 
and should be withdrawn. 

Discussion of the Section 103 Rejection 

Claims 1, 7, 8 and 10 have been rejected as allegedly obvious over the Birren 
publication. As discussed above, claim 1 has been amended, thus rendering the obviousness 
rejection moot. 

Discussion of the Indefiniteness Rejection 

Claims 1, 7, 8, 10, 36, 38, and 42 have been rejected as allegedly indefinite. In light 
of the claim amendments, the bases for these rejections have been rendered moot, and the 
rejections should be withdrawn. 
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Conclusion 



Applicants respectfully submit that the patent application is in condition for 
allowance. If, in the opinion of the Examiner, a telephone conference would expedite the 
prosecution of the subject application, the Examiner is invited to call the under 
attorney. 




Date: April 17, 2006 

r or ROA - Final (Revised 2005 1 1 04) 



M. Daniel Heftier, Reg^'No. 41,826 
LEYDIG, VOIT & MAYER, LTD. 
Two Prudential PlazaJ Suite 4900 
180 North Stetson Avepue 
Chicago, Illinois 60601-6780 
(312) 616-5600 (telephone) 
(312) 616-5700 (facsimile) 
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